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THE ISSUE FEE AND PUBLICATION FEE (IF REQUIRED) MUST BE PAID WITHIN THREE MONTHS FROM THE 
MAILING DATE OF THIS NOTICE OR THIS APPLICATION SHALL BE REGARDED AS ABANDONED. THIS 
STATUTORY PERIOD CANNOT BE EXTENDED . SEE 35 U.S.C. 151. THE ISSUE FEE DUE INDICATED ABOVE DOES 
NOT REFLECT A CREDIT FOR ANY PREVIOUSLY PAID ISSUE FEE IN THIS APPLICATION. IF AN ISSUE FEE HAS 
PREVIOUSLY BEEN PAID IN THIS APPLICATION (AS SHOWN ABOVE), THE RETURN OF PART B OF THIS FORM 
WILL BE CONSIDERED A REQUEST TO REAPPLY THE PREVIOUSLY PAID ISSUE FEE TOWARD THE ISSUE FEE NOW 
DUE. 
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If the SMALL ENTITY is shown as YES, verify your current 
SMALL ENTITY status: 

A. If the status is the same, pay the TOTAL FEE(S) DUE shown 
above. 

B. If the status above is to be removed, check box 5b on Part B - 
Fee(s) Transmittal and pay the PUBLICATION FEE (if required) 
and twice the amount of the ISSUE FEE shown above, or 
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A. Pay TOTAL FEE(S) DUE shown above, or 



B. If applicant claimed SMALL ENTITY status before, or is now 
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Transmittal and pay the PUBLICATION FEE (if required) and 1/2 
the ISSUE FEE shown above. 
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III. All communications regarding this application must give the application number. Please direct all communications prior to issuance to 
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Determination of Patent Term Adjustment under 35 U.S.C. 154 (b) 

(application filed on or after May 29, 2000) 

The Patent Term Adjustment to date is 292 day(s). If the issue fee is paid on the date that is three months after the 
mailing date of this notice and the patent issues on the Tuesday before the date that is 28 weeks (six and a half 
months) after the mailing date of this notice, the Patent Term Adjustment will be 292 day(s). 

If a Continued Prosecution Application (CPA) was filed in the above-identified application, the filing date that 
determines Patent Term Adjustment is the filing date of the most recent CPA. 

Applicant will be able to obtain more detailed information by accessing the Patent Application Information Retrieval 
(PAIR) WEB site (http://pair.uspto.gov). 

Any questions regarding the Patent Term Extension or Adjustment determination should be directed to the Office of 
Patent Legal Administration at (571)-272-7702. Questions relating to issue and publication fee payments should be 
directed to the Customer Service Center of the Office of Patent Publication at l-(888)-786-0101 or 
(571)-272-4200. 
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Notice of Allowability 


Application No. 

10/748,071 


Applicant(s) 
BARSANTI ET AL. 


Examiner 

STUART W. SNYDER 


Art Unit 

1648 





~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address- 

All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included 
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS 
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative 
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308. 

1 . This communication is responsive to 8/8/2008 . 

2. The allowed claim(s) is/are 2, 3, and 75-112 . 

3. □ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a) □ All b)DSome* c) □ None of the: 

1. □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 

3. □ Copies of the certified copies of the priority documents have been received in this national stage application from the 

International Bureau (PCT Rule 17.2(a)). 
* Certified copies not received: . 

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements 
noted below. Failure to timely comply will result in ABANDONMENT of this application. 
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE. 

4. □ A SUBSTITUTE OATH OR DECLARATION must be submitted. Note the attached EXAMINER'S AMENDMENT or NOTICE OF 

INFORMAL PATENT APPLICATION (PTO-152) which gives reason(s) why the oath or declaration is deficient. 

5. □ CORRECTED DRAWINGS ( as "replacement sheets") must be submitted. 

(a) □ including changes required by the Notice of Draftsperson's Patent Drawing Review ( PTO-948) attached 

1 ) □ hereto or 2) □ to Paper No./Mail Date . 

(b) □ including changes required by the attached Examiner's Amendment / Comment or in the Office action of 

Paper No./Mail Date . 

Identifying indicia such as the application number (see 37 CFR 1. 84(c)) should be written on the drawings in the front (not the back) of 
each sheet. Replacement sheet(s) should be labeled as such in the header according to 37 CFR 1.121(d). 

6. □ DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted. Note the 

attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL. 



Attachment(s) 

1 . □ Notice of References Cited (PTO-892) 

2. □ Notice of Draftperson's Patent Drawing Review (PTO-948) 

3. S Information Disclosure Statements (PTO/SB/08), 

Paper No./Mail Date 11/19/2004 

4. □ Examiner's Comment Regarding Requirement for Deposit 

of Biological Material 



5. □ Notice of Informal Patent Application 

6. □ Interview Summary (PTO-413), 

Paper No./Mail Date . 

7. ^ Examiner's Amendment/Comment 

8. ^ Examiner's Statement of Reasons for Allowance 

9. □ Other . 
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DETAILED ACTION 

Status of the Claims 

1 . Applicant's request for reconsideration of the finality of the rejection of the last 
Office action is persuasive and, therefore, the finality of that action is withdrawn. 

2. Claims 2, 3 and 75-1 1 0 are directed to an allowable product. Pursuant to the 
procedures set forth in MPEP § 821 .04(B), claims 1 1 1 and 1 1 2, directed to the 
process of making or using an allowable product, previously withdrawn from 
consideration as a result of a restriction requirement, are hereby rejoined and 
fully examined for patentability under 37 CFR 1 .104. 

Because all claims previously withdrawn from consideration under 37 CFR 1 .142 
have been rejoined, the restriction requirement as set forth in the Office 
action mailed on 9/15/2006 is hereby withdrawn. In view of the withdrawal of 
the restriction requirement as to the rejoined inventions, applicant(s) are advised 
that if any claim presented in a continuation or divisional application is anticipated 
by, or includes all the limitations of, a claim that is allowable in the present 
application, such claim may be subject to provisional statutory and/or 
nonstatutory double patenting rejections over the claims of the instant 
application. Once the restriction requirement is withdrawn, the provisions of 35 
U.S.C. 121 are no longer applicable. See In re Ziegler, 443 F.2d 121 1 , 1215, 170 
USPQ 1 29, 1 31 -32 (CCPA 1 971 ). See also MPEP § 804.01 . 

Claim Rejections - 35 USC §112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 
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The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Rejection of claims 2-3 and 75-112 under 35 U.S.C. 112, first paragraph, is 
withdrawn in view of the Examiner's Amendment (see section 3, below. 

EXAMINER'S AMENDMENT 

4. An examiner's amendment to the record appears below. Should the changes 
and/or additions be unacceptable to applicant, an amendment may be filed as 
provided by 37 CFR 1.312. To ensure consideration of such an amendment, it 
MUST be submitted no later than the payment of the issue fee. 
Authorization for this examiner's amendment was given in a telephone interview 
with Michael G. Smith on 11/18/2008. 

The application has been amended as follows: 

Claim 2. Lines 3 and 4, delete: "in an amount effective to potentiate the cell- 
mediated immune response to the vaccine,". 

Claim 108. Lines 3 and 4, delete: "in an amount effective to potentiate the 
cell-mediated immune response to the vaccine,". 

Claim 111. Line 4, delete: "in an amount effective to potentiate the cell- 
mediated immune response to the vaccine.". 

Claim 1 12. Line 4, delete: "in an amount effective to potentiate the cell- 
mediated immune response to the vaccine,". 

Reasons for Allowance 



Application/Control Number: 10/748,071 Page 4 

Art Unit: 1648 

4. The following is an examiner's statement of reasons for allowance: Applicants 
have demonstrated that thiosemicarbazones may be useful as vaccine 
adjuvants, in at least the case of hepatitis virus C, or cell-mediated immune (CMI) 
stimulators. However, the high throughput method of screening employed by 
Applicant in the Specification are inadequate to determine if the compounds truly 
potentiate an immune response of an antigen in test subjects. The Examiner's 
Amendments to Claims 2, 1 08, 111 and 1 1 2 remove the limitation that the 
vaccine adjuvant potentiate a cell-mediated immune response of the 
immunogen. The word "potentiate" in the context of the claims requires 
immunogenic compositions containing the claimed adjuvants induce a greater 
CMI response than those without. In order to determine if an adjuvant-containing 
composition possessed such a property, a skilled artisan would necessarily be 
required to perform studies entailing vaccinating vaccine-naive subjects with a 
constant amount of immunogenic antigen and varying amounts of adjuvant 
followed by determination of the CMI response in each subject. Because of the 
well-known variability of CMI response experiments, relatively large cohorts of 
vaccinees would be required to determine statistical significance of any CMI 
response difference found. Two sources of test subjects are routinely employed 
in such testing — small laboratory animals or human volunteers; an alternative 
source of test subjects, farm animals, is precluded because of routine vaccination 
of such animals as well as current commercial husbandry practices. Laboratory 
animals, such as mice, rats or Guinea pigs, ultimately serve as poor substitutes 
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for either farm animals or humans, thus limiting testing to human volunteers. 
Certain considerations preclude large scale testing in human subjects for one of 
the two following reasons: In countries with well developed healthcare delivery 
systems, vaccination of human infants is routine and effective so that substitution 
of test vaccine compositions for established vaccine compositions would be 
ethically precluded; whereas in countries with less well developed healthcare 
delivery systems, the ethical dilemma would involve not providing at least state- 
of-the-art vaccination to all participants, an impossibility when testing unique 
antigen-adjuvant compositions. Removal of the requirement that the adjuvant 
potentate the CMI antigen allows development of novel antigen/adjuvant 
compositions for emerging and/or endemic diseases such as HBV, HCV and 
malaria; as such, the previous scope of enablement rejection is moot. 
Furthermore, because the thiosemicarbazones are novel and non-obvious as 
vaccine adjuvants, contemplated vaccine compositions containing 
thiosemicarbazones are also novel and non-obvious. 

Any comments considered necessary by applicant must be submitted no later 
than the payment of the issue fee and, to avoid processing delays, should 
preferably accompany the issue fee. Such submissions should be clearly labeled 
"Comments on Statement of Reasons for Allowance." 

Conclusion 
5. Claims 2, 3, 75-112 are allowed. 
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6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to STUART W. SNYDER whose telephone number 
is (571)272-9945. The examiner can normally be reached on 9:00 AM-5:30 PM. 
If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Bruce R. Campell can be reached on (571) 272-0974. The fax phone 

number for the organization where this application or proceeding is assigned is 571- 

273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Stuart W Snyder 
Examiner 
Art Unit 1648 

sws 

/Bruce Campell/ 

Supervisory Patent Examiner, Art Unit 1648 



